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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)S Responsive to communication(s) filed on 16 December 2005 . 
2a)D This action is FINAL. 2b)|3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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DETAILED ACTION 

Claim Rejections - 35 USC § 101 

Claims 1-18 are rejected under 35 U.S.C. 101 because they are drawn to non- 
statutory subject matter. In claim 1 , lines 8-9, applicant positively recites part of a 
human, i.e. "two of said three points of contact (with said curved surface of bone)". Thus 
claims 1-18 include a human within their scope and are non-statutory. This rejection 
may be overcome by referring to the surface of the bone in purely functional terms. 

A claim directed to or including within its scope a human is not considered to be 
patentable subject matter under 35 U.S.C. 101 . The grant of a limited, but exclusive 
property right in a human being is prohibited by the Constitution. In re Wakefield, 422 
F.2d 897, 1 64 USPQ 636 (CCPA 1 970). 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-3 and 5-8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Brace et al (US Pat 6235033). 
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Regarding Claim 1 : Brace et al. teach a saddle clamp/bone fixation assembly 
having a rigid body having a contact surface (Figure 1 Element 10) with at least two 
holes (Figure 3 Element 24, shown as at least two holes in Figure 2), at least one 
assembly element (Figure 12 Element 34) with at least two of said holes passing 
through said contact surface (Figure 1 ). 

Regarding Claim 2 : Brace et al. teach a device where the axes of two of said 
holes converge towards said bone (Figure 2). 

Regarding Claim 3 : Brace et al. teach an assembly element that is a threaded pin 
protruding from said rigid body (Figure 6 Element 34). 

Regarding Claims 5 and 7 : Brace et al. teach a device having a saddle shaped 
surface and a second surface (Figure 2) with first and second passing holes. 

Regarding Claims 6 and 8 : Brace et al. teach a contact surface and a second 
surface being an arcuate surface (Figure 2) and at least two holes are directed 
perpendicular to the bone's axes (Figure 6). 



Claim Rejections - 35 USC § 103 



The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 



Application/Control Number: 10/560,901 



Page 4 



Art Unit: 4134 



invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 



Claim 4 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brace et 
al (US Pat 6235033) as set forth regarding claims 1-3 and 5-8 and further in view of 
Dixon et al (US PGPub 2003/0135210). 

Regarding Claim 4 : Brace et al. teaches the basic claimed device as set forth in 
the rejections above. Brace et al. does not teach an assembly element that is a 
threaded nut. Dixon et al. teach an assembly element that is a threaded nut built into 
said rigid body (Paragraph 42). Brace et al. and Dixon et al. are analogous art because 
they are from the same field of endeavor of spinal stabilization devices. At the time of 
the invention, it would have been obvious to a person of ordinary skill in the art to use 
Dixon et al.'s nut in Brace et al.'s device. The motivaton would have been to offer an 
equivalent and alternative means of securing the device to the bone. 

Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brace et 
al (UP Pat 6235033). 

Brace et al. teach the basic claimed device as set forth above regarding claim 1 
and claim 8. 

Brace et al. teach a device where holes would be drilled into the bone (at a 
surgeon-selected orientation Column 2 Lines 40 through 60) in order to secure the 
fixation device to said bone, indicating that there could be an intersection of the axes. 
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Brace et al. does not teach an intersection of the axes occurring at an angle between 45 
and 60 degrees. See MPEP 2144.05 Section II B. At the time of the invention, it would 
have been obvious to a person of ordinary skill in the art to use this range in angular 
degrees, since it has been held that discovering an optimum value of a result effective 
variable involves only routine skill in the art. 

Claims 10 - 12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brace et al (US Pat 6235033) as set forth above regarding claims 1-3 and 5-8 and 
further in view of Dixon et al (US PGPub 2003/0135210) as applied to Claim 1 above. 

Regarding Claims 10 and 11: Brace et al. does not teach a method for mounting 
the saddle clamp to the bone. Dixon et al. discloses a method providing a saddle 
clamp/stabilizer having a contact surface and holes for said bone (Figure 1), fixing 
elements (Figure 1 Elements 40 and 47), exposing a suitable area of said bone (which 
is well known in the art if a surgeon is to perform an invasive surgery like this), drilling 
holes in said bone (Paragraph 75), and mounting said device on said bone (Paragraph 
75). At the time of the invention, it would have been obvious to a person of ordinary skill 
in the art to use Dixon et al.'s method with Brace et al.'s device. The motivation would 
have been to offer an equivalent and alternative means of securing the device to the 
bone. 

Regarding Claim 12 : Brace et al. teach the basic claimed device as set forth in 
the rejections above. Brace et al. teach vertebrae, which are substantially tubular 
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bones, since the spinal cord runs through them, and a device that can be attached to 
the vertebrae (Figure 12). Anything being fixated to the vertebral body will essentially be 
perpendicular to the axis, which runs parallel to the spinal cord. 



Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over Brace et 
al (US Pat 6235033) in view of Dixon et al. (US PGPub 2003/0135210) as set forth 
above regarding claims 10 and 1 1 and further in view of Itoman et al (US Pat 5665086) 
as applied to claim 10 above. 

Regarding Claim 13 : Brace et al. does not teach an intersection of the axes of 
the holes in the tubular bone occurring at an angle between 45 and 60 degrees. See 
MPEP 2144.05 Section II B. At the time of the invention, it would have been obvious to 
a person of ordinary skill in the art to use this range in angular degrees, since it has 
been held that discovering an optimum value of a result effective variable involves only 
routine skill in the art. 

Claims 14-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brace et al. (US Pat 6235033) in view of Dixon et al. (US PGPub 2003/0135210) as 
applied to Claim 10 above, further in view of Bryan (US Pat 5306275). 
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Regarding Claims 14. 17. and 18 : Brace et al. teach a similar device as 
explained in the rejections above. Brace et al. does not teach a method including a 
saddle clamp with a saddle surface, a second surface, a first and second passing holes, 
and fixing elements that are screws. Bryan teaches a method including a saddle 
clamp/hook (Figure 1 Element 14), a second surface (Figure 1 Element 12), first and 
second passing holes (Elements 80a and 80b), fixing elements (Figure 1 Element 20) 
that are screws, drilling pilot holes in the vertebrae corresponding to said passing holes 
(Column 14 Lines 45 through 55) and mounting the clamp on the vertebrae (Column 15 
Lines 25 through 40). Brace et al. and Bryan are analogous art because they are from 
the same field of endeavor of spinal stabilization devices. At the time of the invention, it 
would have been obvious to a person of ordinary skill in the art to use Bryan's method 
for Brace et al.'s device. The motivation would have been to offer an alternative and 
equivalent means of securing the device to the bone. 

Regarding Claim 15 : Brace et al. does not teach a method where the second 
surface of the clamp is an arcuate surface. Bryan teaches a method where the second 
surface of the clamp is an arcuate surface (Figure 1 ). At the time of the invention, it 
would have been obvious to a person of ordinary skill in the art to use Bryan's surface 
shape in Brace et al.'s device. The motivation would have been to offer an equivalent 
and alternative means of securing the device to the bone. 

Regarding Claim 16 : Brace et al. does not teach a method of adjusting the 
surface of the vertebrae. Bryan teaches a method of cutting away bone (Column 14 
Lines 40 through 50). At the time of the invention, it would have been obvious to a 
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person of ordinary skill in the art to use Bryan's method with Brace et al.'s device. The 
motivation would have been to offer an equivalent and alternative means of securing the 
device to the bone. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Alexis M. Wistermayer whose telephone number is 571- 
272-1 197. The examiner can normally be reached on Monday - Friday 8 am - 4 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mark Eashoo can be reached on 571-272-1 197. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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